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Why did we publish the ANPRM
.+>

Reportaof a melmtoma “epidemic”

Reports of a melanoma-sunlamplink

Repott of ao action spectrumshowing that
UVA was more efficient in producing
melanoma thanin producing erytkna

AU caused greatconcern in
scientific/medieai community

Responseto the AA?PRM.
,:*
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– rndoortmaing rndudry (4)

- lamp manufactures (8)

- dermatology Organ-tioas (2)

- wsdesnia (3)

– sakn ownsxa (4)

– State snd Couoty regulatory agencies (5)

– lasurance company (1)
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Objectives,“..,... W,.,O*W
Explain the process of rukrnalcing

why did we publish the ANPRM ?

Did we get answers to our eoneerns ?

Is datasoflicient for us to publish a
proposed rule?

7he “process” of rdemaking
+#’#&#’#

● Advanced Notice of Proposed Rulemal&’
(ANIRM)

● Proposed Rule

● Final Rule
—scientificwahatioo
– advice fium TEPRSSC

– address responses to Proposed Rule
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Biological basis for stanalzrds.

‘-!aiv$$
Agreement thatPhototype I should not ~&”
exposed to UV

Disagree on Phototype II
- dermatologists- phciotype II cm bum easily

– rndoor tanning indmtry - phctotype II = tq
butmustbecsrefid -2sukypes

Agreement thatall should avoid %rnir@’
doses
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Biological BasisJor Standmds 2.,, 7..,>..-.i~q
● Agreementthattanningis photoprotective

– disagreemmtover&greeofprctcciion

● Major disagreementsover other‘%cnefits”
from %umi@ doses
-role ofvitarninDisimpwtant
– dosage mxd to produce adquatc vitamia D is

major comidesatioo

i 1

Trm”ning
“1*

“ No disagreement- d Ctl@MSiZCd
importame oftmining

. JmpoctmttoinfouuCusoml’a, patkukdy abou!
*interactions-CXAmyLedie

. AtmimdopcraorshouldcovatktopicsinFDA’s
w- labelwith tbt-time tmnax C17-ST

. SSt.nsm mexcdkntpke fol Cdumtkmal
nwaiafs can take ksn home - C15-DS

InformedConsept
.-.+=

* Agreementon value of Wormed consctt{’
statements

● Efforts tmdemvayby indoor tanning
industryto requirewrittenconsent
statementsfm young clients
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Exposures schedules
-.,...,
,,.,>.....

Did not get any eqxxurc schcdtde based on
skincancer risks

should be expanded to Otkt phototypes

Got new &ta on cumentFDA exposure
schedule
– dots not lead to burns

—rndlviduats dcn’t tan until 6-8 seasim

Melanoma warning

● melanoma-Sunkmplink lacks rigorous ‘“
scientific proof ( ANPRM comments,
meetings,recentreviews )

● some studiesshow positive association
othersnegative, and othersno association

● Only one disagreementwith proposal to

m@e w- *tcm=ts iUcatologsj
specification sheets,andbrochures
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other comments

T..- scparatetMLer fiomti+

,.: ,f>-*<...~-

emcrgcncy shut-off switch

Eyewear - ‘~f you see light change eye
protection”

make rcquircnvmtsfor sanitatypiIlows
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Efficacyratingsfor bulbs.......-.
$ ~;

Agreement thata ratingsystemis needed

SuggestionthattheW index be used as
partof theratingsystem

Disagreementas to whetheronly testingof
lamps is needed, or testingof whole
Sunhonpsystems( booths ) ( beds)

No plans to ban sunlamps
‘“:-?%
; .,:*W2

● themelanoma-sunlampconnection is not’
well established

Qindividual choice

● risks arc fairly well understoodby public

Thefiture
‘“*

o Continue to evaluatedataand comments”
hrntheANPRh4

● Work with those who respondedto
ANPRM - claritkations andadditionaldata

“ FDA and industry - work with rxmsemus
standardsorganizations,e.g., IEC

Re-certljlcation.. .3>,.-,.
* Auyone who changes specification of lamps

becomes a manufacturer

● Many comments thatthis requirementbe
strong. Concerns about insurancecoverage

7hee ways to deal with
“melanoma” warning

7’%%%r >.WJ
● A specific melanoma warning - erron tie

side of public health

● No specific melanoma warning - datais
inconclusive

QIEcwarning-
—skin Cmca ( Somelinles fstal )

Thefiture 2
‘*

● monitor currentresearch including CD~
studies

QBrief indoor tarmingindustry-
Nov/Chicago

● Draftproposed rules after full evaluation

● brief TEPRSSC

● publish proposed rule
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